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Reii arks 

ClnUw 1 -45 are pcndiny in the subject at^j aication, AppUcanls aclcnowledfic that claims 4A 
13-18, and 36-45 have been withdrawn from ftiil )er considcrution as being drawn to a non-clcclcd 
invcmkm. (iy this Anicndmenl, claims 1,2, and 042, have been miKndcd,cl'<nms 3-9, 13-1 8, and 
36-45 hav43 been canceled, and clifna 46 has bcej'» :iddcd. Support for the ameudmcnts and new claim 
can be (bund ihro\ighoiit the sulyect specincalic i and in the claims a55 originally filed. \h\\\y and 
consideration of the nincndments and new c) lim presented herein is rcspoetfnUy rcq\ic.^ted. 
Accordin;jly, claims I, 2, 1042, 19-35, and 4o arc currently before the Jixamincr. Favorable 
considcnilinn ofthc pending claims is respcclfn'ly requested. 

As an initial matter. Applicants gmlefuU) acknowledge the Uxamincr's indication ihat claims 
2J0, 11, 19-24, 32 and 34 arc allowed. 

The {vpcetfication is objected to bcciaise f.f informalities. Applicants gratefully acknowledge 
the lixaniincr's caiefnl review oflhc spccificati. n. In accordance with the Examiner's suggestion, 
Applicanl.s have amended p:5go 56, line 1, oftl^ 2 specification to place a filled circle between the 
p,irenthe.si5i. Accordingly, reconsideration ajid v ilhdrawal ofthc objection is rcspcctfully requested. 

The Action objects to the listing of rcfer^ nces in the spcci fication as not aproper information 
discKxsnre statement. Applicants submitted an Information Disclosure Statements in the subject 
applicrtlion on Jamiary 21, 2004 and April 7 6, 2004 and note that all references listed in a 
:?peci fiction need not be disclosed in an IDS. 

Clain\s 1,3. 12, 25-31, 33. and 35 are ejected under 35 I J.S.C. § 112, first paragraph, as 
conlaining subject matter which was not dcscril :d in the .specification in such a way as to reasonably 
convey to one .skilled in the relevant art that the inventors, at the time the application was filed, had 
posvse-^.^ion of Ihc clain^cd invention. App\ic?r. ts rcspcctfully assert that there is adequate wrhten 
dcriciiplion in the subject specilicalion to cot vey lo the ordinarily skilled artisan that they h;id 
])05so.ssioji of (he claimed invention, Tlio Ofixe Action rejects the claims on the basis that the 
recited poly i>eplidc fragments embrace a subst^i itial variety of peptide fracments obUincd from SI!Q 
ID NO: 8 (comprising at least 10 to 15 consc^ utivc amino acids of SEQ 11) NO: 8). Applicants 
rc;qwt fully subtnit that this issue is now mool with respect to claim 1 in view ofthc amcndmenls 
innde to the claim. The Office Action is ar^ ties that the as-filed specification fails to teach a 
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rcpivscnlutivo number ol'polypcplidc fragmcnls . f SliQ IDNO: 8, defined by amino acid sequence 
or ofa rccilation orslructura] Ibatures common tt the genus. Hic Oriicc Action further supports its 
po-silion witli rvfercncc to Regenix of the Uviven ly ofCalifomia v. FM Lilly <& Co., 11 9 l'.3d 1 559 
(FccLCir. 1 997) and Hen v. /Jeve/,%41*.2d 116 (Fcd.Cir. 1993). Wiihruspcctloclahm3, 12and 
^6. Applicants respectfully submit that the as>J.led application and the present claims meet the 
wi iUcii cloiicriplion rcqiiivomcnls of 35 U.vS.C, § ' 12, first parauniph. 

ApplicartLs respectfully salmiit tliat the I'alent Oflice's reliance on Fiers and EU Lilly in 
su]3)>ort of its position thiil the invention fails the vrillen description requircmcm willi respect to the 
recited fraBrnoitif of SKQ ID NO: 8 is misplaccl. In cases such as l^'ers and Kli Lilly, tjiejajciJl 
.spccirjcations at.i.<?suciiidjioi tdent ifvthosc qucr. ;fi (slruclurc) of any embodiment of DM A claimed 
ihcrcin (cnipliiisis added). See FM Lilly, 1 19 F.3 I at 1567-68 (affimiing a judcmcnt tl^al the clnim 
vcquiring cT)NA cacodinu luimaii iiisiiUn wns invalid for failing to provide an adcqvirilc wiillcn 
dcscripticui where ihc .specification described the human insulin A and B chain m^\l^Q acid sequences 
cncfKlt'd by llic cDN A, but did not provide the m -cleotidc sequence for the cDNA itscl 0; f'f(^rs, 9K4 
I', 2d nt 1 1 170-71 (finding tl^c written lescripUon insufficient where the patent chnnied 
p^irificd DNA encoding hunum iibroblnst intcf bron-bcta polypeptide, but the specificmion only 
dij^closcd a bare reference to DNA and suggests A a process to sequence it). 

In contrast, the instant spccincalion teac ses both the DNA and amino acid sequences of the 
claimed polypeptide. Turther, the claiu^s recite \ ^^biologieally active fragment" of SCQ IH NO: S, 
wherein ihe rrapjncnl:? .span that portion of SF* ) ID NO; 8 lumng one of the biological activities 
disclosed witlnn the specificatioji at pages 22-2? . Further, the pliraxe ^'biologically aclive" relates to 
u jiolypeptide that cxhil/its at least one of the LSi I receptor activities (e.g. , a fatty acid binding site* a 
clalhrin binding site, a lrans|X)rl signal, a leptin binding site, a RSRS motif, and/or a lipoprotein 
binding site). Indeed, tlie claims recite polype >tide fragments of SUQ ID NO: 8 defined by both 
amino aeid sequence aj\d a recitation of stnic ural features common to the genus of ftagmcnts 
(enU)raced by the Muiino acids spans recited \vit\ in tlic claims and as disclosed in Table 4 at page 2 1 ). 
The spccilication also discloses test data thai indicates that the rat a polypeptide is capable of 
binding lipoproteins in the absence of other ek nents of the receptor (sec page 6S, line 30 lluough 
page 70, line 1 5 and Figures 1 5-16). 'fhus, polypeptides containing the recited spans of amino acids 
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would reasonably be exiKClcd to kwe tho biologu al activiLies associated with the simctural res'ions 
(even ill <hc nbr>et)cc of the other clcincnf s of Ibe i cccptor, such af5 the fJ subiinil). AccortiiuBly i t is 
rcsix:ctfully subniillctl tb.u Ihc as-filed spccificati- m and instant claims meet the writlun description 
jcqniremcnt under both Ihc FM Lilly and Ficrs analysis, Accondingly reconsideration and withdrawal 
of the rejection is respectfully requested. 

Willi respect to newly presented claim 1, vpplicants respcclfully submit tliat tins claim also 
complies with the wiitlcn description rcquiremei u As is noted in Ihc specification, the murine and 
rat lorm oFthe 1 .SR a polypcpti<]e exhibit S0.2 an X 82.2 percent identity to the hnnian a polypeptide 
(sec p:i[:,e 1 0, 1 incs 1 5-22) and all three polypepti<' iS exhibit tlic functional doniai ns disclosed within 
Ihe as-nicd sc^ccifieation. In view of this disclr sure, it is respectfully submitted tliat the as-llled 
specification provides adequate written descriptir \ for polypeptides having at least 90% homology to 
the polyi)cptidc of SKQ ID NO: 8 and teaches v^u ious amino acids tolerant of substitution such that 
the biological activity of the claimed polypcptid ; is not abolished (sec, for example. Figure 2). 

Claims 1 , 3 J 2, 2S-3 1 , 33 and 35 are reje. ted under 35 U.S.C. § 1 12, first paragraph, as noa- 
cnablcd by the subject specification. The Offuo Action argues the as-filcd spccificalion fails to 
enable one sk illcd in the art to make and use a po-ypeptide con)prlsi ng fragments of SEQ ID NO: 8. 
'IheOrilce Aclionalrfo argues that the claims rcc le a polypeptidctl\at may comprise only one of the 
difjcloHcd biologically active fragments and thi t the rest of the polypeptide may be completely 
(li (TerciU . 1 1 is also argued thai ccrtriin positions i i a polypeptide sequence are critic-al to tlic protein's 
slnicture/funetion relationship and that these egions can tolerate only relatively conservative 
subrititntions or no s\ibsiitulionfi. The Office A'.fion further argues that the specification does not 
leach those amino acids that are tolerant to chan|..c and supports its arguments with refcn:nccs related 
to 'l Or-p and tlie effects of substituting non-es: w'ntial amino acids within the polypeptide. 

Applicants respectfully submit that the « <alysisundcitaken by the Patent Ofllee in this regard 
has failtid to account for the teaching of three different a I/SR subunits that exhibit about 80% 
jiequcnce identity aiid that the references cited n support of the Ofllcc Action's position arc not 
dispositive of this issue in view of this teaching I y Applicants, Applicants submit that the sequence 
iilignmcnl provided in Mgurc 2 would clearly i idioale to one skilled in tho art those amino acids 
tolerant of subsiitulion wiihout complete aboliti(,n of biological function. Indeed, the FFA functional 
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<lomain exhibits some degree of tolerance lo nii ino ocid changes as evidenced by ihe alignment 
provided In Figure 2. Furlhcr, and as noted by ihi Office Action, the specification tt\iolics methods 
ofprodncinii niutcins und fusion pmtcins that can contain fraemcnts of SKQ ID NO: 8 and methods 
of sciccnintj laich polypeptides for die recited I iologJcal activity. Applicants also submit, with 
respect lo timsc polypeptides that bind or iul rnalizc icplin or lipoproteins, that the as-filed 
specification leacheii lliihse portions of the polype >tidcs required for this t\inction and that .screening 
polypcplides having such domains does not iuvo! /e undue experimentation. Applicants rcspcctAilly 
assert thai, that Ihc claims are enabled by the subji ct specification. Accordingly, reconsideration and 
withdrawal of tlic rejection under 35 U.S.C. § 11 2, first paragraph, is respectfully requested. 

Claim I is rejected under 35 U.S.C. § 11 2(b) as being anticipated by Sieingrhnsson ef 
Database lInil*rol_7.2, Acc^^ftsion No. Q6114> (1996). The Office Action indicates that the 
polyrKspiidc of Stcingrimssoi^ ci oL comprises • n ajxiino acid fragment that is 100% ideiuical to 
several sirclchos of tlic polypcplide of SEQ IDN« ): 8 and comprising more than 1 0 to 1 5 consecutive 
amino acids. In view of the amendment to clai n U Applicants bcJicvc that this rejection is now 
n'ioot. Accordingly^ rcconsidovalion and wilhd. awal of the rejection under 35 Xi.S-C. §l02(b) is 
re^;p*cetfu]ly rcqucfjlcd. 

tl should be i.mdorstood that the amend ncnts presented herein have been made solcjy to 
expedite pro.-^ccution of the subject application to completion and should not be construed as an 
indication of Applicants* agreement whh or ac<' uiesccnce in the Examiner's position. Applicants 
e>£j)ressty rcsci-vc the right to pursue the inventi^ 'a(s) disclosed in the subject application, including 
any subject matter cancelc<l or not pursued durin ; prosecution of the subject application, in a related 
application. 

In view of the foreginng rcniarks and am mdments to tlic claims. Applicants believe that the 
currently j-^eiuiing elaimrs are in condition for al owance^ and such action is respectfully requested. 

(he Oommissioiicr is hereby aulhorized lo charge any fees under 37 CTR §§ 1 . 1 6 or 1 . 1 7 as 
required by this pcipcr to De{>osit Account No, 9-0065. 
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Applicants invite ihe 1 ixainiucr to call llic indcisigiicd if claiifical ion is needed on any of lliis 
ivspousc. or iltlit; lixaniiner bt'licvcs a tclcphoni* interview would expedite the prosecution of the 
snbji,'ct application to completion. 




Frank C, Ivscnschcnk, Ph.D. 
Patent Atl. .. ney 
KcgLstrotio iNo. 45,332 
Phone No. 352-375-8100 
Fax No.: 352-372-5800 
Address: P.O. Box 1 42950 

(iaincsvillc, P'l. 32614-2950 
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